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DETAILED ACTION 

Claims 1-7 and 9 are pending. 

Election/Restrictions 
The restriction requirement has been withdrawn. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-7 and 9 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a composition comprising a plasmid encoding 
HGF encapsulated in hemagglutinating virus of Japan envelope protein and treating 
hearing impairment by administering the composition intrathecally to a patient with 
hearing impairment, does not reasonably provide enablement for any composition or 
method as broadly claimed. The specification does not enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention commensurate in scope with these claims. 

Claim 1 encompasses a composition comprising just the hepatocyte growth 
factor (HGF) gene for treating hearing impairment. Claims 1 and 2 encompass a 
composition comprising a plasmid encoding HGF for treating hearing impairment. 

The art does not teach how to use the HGF gene alone or a plasmid encoding 
HGF to treat hearing impairment. 
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The specification teaches putting plasmid encoding HGF into UV-inactivated 
hemagglutinating virus of Japan (HVJ) envelope protein (pg 13, 3 rd and 4 th paragraph). 
The specification teaches the HGF gene and a plasmid encoding HGF but does not 
teach provide any guidance regarding how to use them alone for treating hearing 
impairment. The specification does not teach how to obtain adequate HGF expression 
using only the HGF gene or plasmid encoding HGF. 

Accordingly, it would require those of skill undue experimentation to determine 
how to treat hearing impairment using only the HGF gene or plasmid encoding HGF 
gene as encompassed by claims 1 and 2. The product for treating hearing impairment 
should be limited to a plasmid encoding HGF encapsulated by HVJ envelope protein. 

Claim 4 encompasses using envelope protein from Sendai, retrovirus, 
adenovirus, AAV, herpes virus, vaccinia, pox or influenza virus. The specification does 
not correlate the results with HVJ envelope protein to any other viral envelope protein. 
The structure of each viral envelope protein varies significantly. There is no way of 
predicting whether the results obtained with HVJ envelope protein would be expected in 
other viral proteins. Therefore, the specification fails to enable envelope protein from 
any virus in claim 4. 

Claim 6 encompasses using the HGF gene to prevent hearing impairment. 
However, applicants only disclose treating hearing impairment and fail to correlate the 
method steps with those required to prevent hearing impairment or the temporary 
expression of HGF to preventing hearing impairment. Without such guidance it would 
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require those of skill undue experimentation to determine how to use the composition 
claimed to prevent hearing impairment. 

Claim 9 is drawn to treating hearing impairment by administering a HGF gene or 
plasmid in an amount effective for the treatment. Claim 9 encompasses using just HGF 
gene or plasmid encoding HGF and is rejected for reasons above. In addition, claim 9 
encompasses any route of administration. The teachings in the example are limited to 
intrathecal administration. The specification does not teach any other way to target the 
tissue of interest using gene therapy other than intrathecal administration. Accordingly, 
it would have required those of skill undue experimentation to determine other routes of 
administration that would target the gene therapy reagent to the tissue of interest and 
obtain HGF expression in amounts effective to treat hearing impairment. The claims 
should be limited to intrathecal administration. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2-7 and 9 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 2 is indefinite because "a plasmid of a hepatocyte growth factor (HGF) 
gene" is unclear. HGF genes do not have plasmids. 
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Claim 3 is indefinite because "a virus envelope vector" does not make sense. 
While viruses may have or encode envelope proteins, it is unclear how the phrase "virus 
envelope" further describes a vector. 

The phrase "as an active ingredient" in claim 3 is unclear. It is unclear if it is 
further limiting what is the active ingredient or is referring to the active ingredient in 
claim 1. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

Claims 1-7 are rejected under 35 U.S.C. 102(e) as being anticipated by Wu (US 
Patent Application Publication 2001/0039048 A1, Nov. 8, 2001). 

Wu taught a composition comprising a shuttle plasmid encoding HGF (pg 1, 
paragraph 11) and an adenoviral particle comprising DNA encoding HGF (pg 2, 
paragraph 28). The adenoviral particle inherently has envelope proteins protecting the 
DNA encoding HGF, which meets the limitation in claims 3 and 4. The phrases "for 
hearing impairment" (claim 1), "deafness" (claim 5), "for preventing hearing impairment" 
(claim 6) and "a therapeutic or ameliorating agent for hearing impairment" (claim 7) are 
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intended uses and do not bear weight when considering the art because they do not 
distinguish the structure of the composition claimed over the composition described by 
Wu. The composition of Wu is a "pharmaceutical composition" as claimed because it is 
used in vivo. 

Claims 1, 2 and 5-7 are rejected under 35 U.S.C. 102(a) as being anticipated by 
Guo (CN 1358543A, July 17, 2002). 

Guo taught a composition comprising a plasmid encoding HGF (see English 
abstract). The phrases "for hearing impairment" (claim 1), "deafness" (claim 5), "for 
preventing hearing impairment" (claim 6) and "a therapeutic or ameliorating agent for 
hearing impairment" (claim 7) are intended uses and do not bear weight when 
considering the art because they do not distinguish the structure of the composition 
claimed over the composition described by Wu. The composition of Guo is a 
"pharmaceutical composition" as claimed because it is used in vivo. 

Conclusion 

No claim is allowed. 



Inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Wilson who can normally be reached at the 
office on Monday, Tuesday, Thursday and Friday from 9:30 am to 6:00 pm at 571-272- 
0738. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
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problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 

If attempts to reach the examiner are unsuccessful, the examiner's supervisor, 
Peter Paras, can be reached on 571-272-4517. 

The official fax number for this Group is (571) 273-8300. 

Michael C. Wilson 




MICHAEL WILSON 
PRIMARY EXAMINER 



